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ABSTRAK 
 
 Atorvastatin menjadi pilihan utama dalam terapi dislipidemia. Dengan 
berakhirnya masa paten atorvastatin, mengakibatkan industri farmasi membuat 
copy obat tersebut. Oleh karena itu, pengembangan metode untuk uji kualitas 
tablet yang menyangkut kadar atorvastatin pada tablet perlu dilakukan. Tujuan 
dari penelitian ini adalah mengembangkan serta melakukan validasi metode 
analisis tablet atorvastatin secara KCKT yang lebih sederhana. 
 Pada penelitian ini, digunakan sistem KCKT terdiri dari fase diam kolom 
fase terbalik Cosmosil C18 (150 x 4,6 mm, 5 µm), fase gerak campuran metanol 
dan air pH 3 (80 : 20 v/v), kecepatan alir 1 mL/menit dengan detektor UV 245 
nm. Validasi metode analisis yang dilakukan meliputi: selektivitas, linearitas, 
akurasi, presisi, limit of detection (LOD), dan limit of quantitation (LOQ).  
Hasil dari penelitian ini menunjukkan  bahwa metode yang dikembangkan 
memiliki validasi yang baik meliputi selektivitas, linearitas, akurasi, presisi, LOD, 
dan LOQ untuk analisis kadar tablet atorvastatin. Nilai LOD dan LOQ sebesar 0,2 
dan 0,7 ng/mL, serta rentang linearitas berada pada 20 – 120 ng/mL. Hasil 
keseragaman kadar atorvastatin dalam tablet atrorvastain generik yaitu pada 
rentang 96,93 – 105,09 %.  
 
 
Kata kunci : Atorvastatin, KCKT, tablet, validasi 
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DEVELOPMENT AND VALIDATION OF ATORVASTATIN TABLET 
ANALYSIS METHOD BY HIGH PERFORMANCE LIQUID 
CHROMATOGRAPHY  
(HPLC) 
 
ARDIAN DEWANGGA 
Pharmacy Department, Mathematics and Sciences Faculty 
Sebelas Maret University 
 
ABSTRACT  
 
 Atorvastatin is the primary choice for dyslipidemia treatment. Due to 
patent expiration of atorvastatin, the pharmaceutical industry makes copy of the 
drug. Therefore, the development methods for tablet quality tests involving 
atorvastatin levels on tablets needs to be performed. The purpose of this research 
is to develop and validate the simple atorvastatin tablet analytical method by 
HPLC. 
 HPLC system used in this experiment consisted of column Cosmosil C18 
(150 x 4,6 mm, 5 µm) as the stationary reverse phase chomatography, a mixture 
of methanol-water at pH 3 (80 : 20 v/v) as the mobile phase, flow rate of 1 
mL/min, and UV detector at wavelength of 245 nm. Validation methods were 
including: selectivity, linearity, accuracy, precision, limit of detection (LOD), and 
limit of quantitation (LOQ). 
  The results of this study indicate that the developed method has good 
validation including selectivity, linearity, accuracy, precision, LOD, and LOQ for 
analysis of atorvastatin tablet content. LOD and LOQ were 0.2 and 0.7 ng/mL, 
and the linearity range were 20 - 120 ng/mL. Results uniformity of atorvastatin 
levels in generic atrorvastatin tablets are in the range 96.93 - 105.09 %.  
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